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DETAILED ACTION 

The reply filed October 20, 2005 have been received and entered Into the 
application. 

It Is noted that some minor Informalities In the reply wherein the structure of the 
compound of formula set forth In the claims, particularly claim 12 is un-identifiable. 
There is typographical error In claim 12, line 7; the term "composition 11" should be 
"composition". Appropriate conrection is required. 

Action Summary 

The rejection of claims 12-21 under 35 U.S.C. 103(a) as being unpatentable over 
Media Release (November 4, 2002) In view of Hirsh et al. (US 2003/0035839 A1) is 
being maintained for the reasons stated In the previous office action. 

Response to Arguments 

Applicants' arguments filed October 20, 2005 have been fully considered but they 
are not persuasive. In response to applicant's argument that there is no information is 
Included In the subject Media Reporting pertaining a dosage form of ocinaplon 
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comprising two separate compartments each containing ocinaplon with specific 
amounts with rapid release in first compartment and sustained release in second 
compartment with hydrophilic polymeric matrix, the examiner recognizes that 
obviousness can only be established by combining or modifying the teachings of the 
prior art to produce the claimed invention where there is some teaching, suggestion, or 
motivation to do so found either in the references themselves or in the knowledge 
generally available to one of ordinary skill in the art. See In re Fine, 837 F.2d 1071 , 5 
USPQ2d 1596 (Fed. Cir. 1988) and In re Jones, 958 F.2d 347, 21 USPQ2d 1941 (Fed. 
Cir. 1992). In this case, the active agent, ocinaplon, is well known to be formulated in 
controlled-release formulation and having useful utility in the treatment of generalized 
anxiety disorders as well taught by Media Release, and Hirsh et al. teach the 
formulation of anxiolytic in two different portions having same active agent in both 
portions in delayed release is old and well known. Therefore, it would have been 
obvious to one of ordinary skill in the art to modify the controlled-release ocinaplon of 
Media Release formulated in any known formulation of anxiolytic including two different 
portions in a delayed release formulation well-known by Hirsh et al. without a surprising 
and unexpected result. It is suggested that Applicants submit a declaration to clearly 
establish a surprising and unexpected result using Applicants teaching. 

In view of the above, the Office Action of June 17, 2003 is deemed proper and 
asserted with full force and effect herein to obviate applicants' claims. The rejections 
are restated below for the Applicants' convenience. 
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Claim Rejections - 35 USC § 103 

The text of those sections of Title 35, U.S. Code not included in this action can be found 
in prior Office Action. 

Claims 12-21 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Media Release (November 4, 2002) in view of Hirsh et al. (US 2003/0035839 A1). 

Media Release announces positive phase II results for ocinaplon as a novel anti- 
anxiety product in its therapeutic use for generalized anxiety disorders, (title). Media 
Release teaches that ocinaplon is a non-benzodiazepine that exhibits anxiolytic-like 
effects in animal studies as a similar pharmacological profile to anxiolytic 
benzodiazepines. Media Release teaches controlled-release ocinaplon administered 
twice or three times a day is effective in the treatment of patients with generalized 
anxiety disorders. Media Release teaches ocinaplon was administered orally 60mg 
three times a day or 120mg twice a day for 14 days. (Content). 

Media Release does not teach the two separate compartments each containing 
ocinaplon with specific amounts with rapid release in first compartment and sustained 
release in second compartment with hydrophilic polymeric matrix (hydroxypropyl methyl 
cellulose) in a unit dose, carriers such as lactose and a particle size. 

Hirsh et al. teach new pharmaceutical composition in unit dosage form 
comprising anxiolytic in two different portions comprising immediate (outer layer) as well 
as sustained release (core), (abstract, [0012], [0014], [0028], [0038]-[0042]). Hirsh et 
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al. teach that the inner core of the composition can be formulated as a delayed release 
coating with hydroxypropyl methylcellulose. ([0060]. Hirsh et al. teach that the core of 
the composition can be formulated with inert carrier such as lactose. ([0031]). Hirsh et 
al. teach that the active ingredient of the composition may be the same 
pharmaceutically active ingredient. ([0014]). Hirsh et al. teach that the composition 
provides immediate as well as sustained and prolonged therapeutic benefit and 
improves compliance. ([0016]-[0012]). 

It would have been obvious to one of ordinary skill in the art to modify the 
controlled-release ocinaplon of Media Release to the composition in unit dosage form 
comprising two portions as taught by Hirsh et al. One would have been motivated to 
make such a modification in order to achieve the advantage of two portion comprising 
immediate as well as sustained release to improve prolonged therapeutic benefit and 
improve the compliance as taught by Hirsh et al. It would have been obvious to one of 
ordinary skill in the art to employ hydroxypropyl methyl cellulose in delayed release 
coating since Hirsch et al teaches that the hydroxypropyl methyl cellulose is useful in 
delayed release portion as a coating. One would have been motivated to make such a 
modification with a reasonable expectation of successfully coating delayed portion with 
hydroxypropyl methyl cellulose as taught by Hirsch et al. The amounts of active agent 
(ocinaplon) to be used in each portion, the pharmaceutical carriers (e.g. lactose), and 
the particle size are all deemed obvious since they are all within the knowledge of the 
skilled pharmacologist and each portion can be formulated with same active agent 
contained therein and the utilization of lactose as a carrier is well taught by Hirsch et al. 
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For these reasons the claimed subject matter is deemed to fail to patentably 
distinguish over the state of the art as represented by the cited references. The claims 
are therefore properly rejected under 35 U.S.C. 103. 

None of the claims are allowed. 

THIS ACTION IS MADE FINAL. Applicants are reminded of the extension of 
time policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Jennifer Kim whose telephone number is 571-272-0628. 
The examiner can normally be reached on Monday through Friday 6:30 am to 3 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Sreenivasan Padmanabhan can be reached on 571-272-0629. The fax 
phone number for the organization where this application or proceeding is assigned is 
571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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